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ABSTRACT : 

The invention relates to formulations, e.g. film-coated tablets containing 
oxacarbazepine and to processes for the production of said formulations. The 

" d bets have a tablet core comprising a therapeutically effective dose 
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(57) Abstract 

The invention relates to formulations, e.g. film-coated tablets containing oxacarbazepine and to processes for the production of said 
formulations. The film-coated tablets have a tablet core comprising a therapeutically effective dose of oxacarbazepine being in a finely 
ground form having a mean particle size of from 4 to 12 /im (median value), and a hydrophilic permeable outer coating. 
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ABSTRACTED- PUB-NO: EP 64 6374A 
BASIC- ABSTRACT : 

Double coated oxcarbazepine (I) tablets comprise: (a) a nucleus contg. a 
therapeutically effective dose of (I) ; (b) a hydrophilic, permeable inner coating 
contg. white pigment and opt. other adjuvants; and (c) a hydrophilic, permeable 
outer coating contg. white pigment together with iron (II) oxide pigment and opt. 
other adjuvants. (I) is 1 0 , 1 1 -dihydro- 1 0 -oxo- 5H- dibenz [b , f ] azepine- 5 - carboxamide 
( 1 Trileptal 1 (RTM) ) , known from DE 2011087. 

USE - Tablets are used for the management of convulsions and severe pain, esp . on 
a long term basis. 

Typical tablets contain 300mg or 600mg (I) . 

ADVANTAGE - The coated tablets retain a uniform colour after storage for several 
months, in contrast to conventional tablets, which discolour on storage at room 
temp.. The content of iron oxide pigment conforms with the max. daily intake of 
iron (5mg) permitted by the FDA. 
ABSTRACTED- PUB-NO : 



EP 646374B 

EQUIVALENT- ABSTRACTS : 

Double coated oxcarbazepine (I) tablets comprise: (a) a nucleus contg. a 
therapeutically effective dose of (I) ; (b) a hydrophilic, permeable inner coating 
contg. white pigment and opt. other adjuvants; and (c) a hydrophilic, permeable 
outer coating contg. white pigment together with iron (II) oxide pigment and opt. 
other adjuvants. (I) is 10 , 11-dihydro- 10-oxo- 5H-dibenz [b, f] azepine- 5 - carboxamide 
( ' Trileptal ' (RTM)), known from DE 2011087. 

USE - Tablets are used for the management of convulsions and severe pain, esp. on 
a long term basis. 

Typical tablets contain 300mg or 600mg (I) . 
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ADVANTAGE - The coated tablets retain a uniform colour after storage for several 
months, in contrast to 'conventional tablets, which discolour on storage at room 
temp. . The content of iron oxide pigment conforms with the max. daily intake of 
iron (5mg) permitted by the FDA. 

US 5472714A 

A double- layered tablet, comprising: 

a) a tablet core containing a dosage unit of the therapeutic drug 
10, 11-dihydro- 10-oxo- 5H-dibenzo (b, f ) azepine- 5- carboxamide ; 

b) a hydrophilic, permeable inner layer consisting of hydroxypropyl methyl 
cellulose and polyethylene glycol 8000 containing titanium dioxide pigments, and 

c) a hydrophilic, permeable outer layer consisting of hydroxypropyl methyl 
cellulose and polyethylene glycol 8000 containing titanium dioxide pigments in 
combination with iron ( II ) oxide pigments. 

US 5695782A 

Double coated oxcarbazepine (I) tablets comprise: (a) a nucleus contg . a 
therapeutically effective dose of (I) ; (b) a hydrophilic, permeable inner coating 
contg. white pigment and opt. other adjuvants; and (c) a hydrophilic, permeable 
outer coating contg. white pigment together with iron (II) oxide pigment and opt. 
other adjuvants. (I) is 1 0 , 11 -dihydro- 1 0 -oxo- 5H-dibenz [b , f ] azepine - 5 - carboxamide 
( ' Trileptal 1 (RTM) ) , known from DE 2011087. 

USE - Tablets are used for the management of convulsions and severe pain, esp . on 
a long term basis. 

Typical tablets contain 300mg or 600mg (I) . 

ADVANTAGE - The coated tablets retain a uniform colour after storage for several 
months, in contrast to conventional tablets, which discolour on storage at room 
temp. . The content of iron oxide pigment conforms with the max. daily intake of 
iron (5mg) permitted by the FDA. 
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Index [2.3] 017 ; B9999 B5094 B4977 B4740 Polymer Index [2.4] 017 ; G2915*R D00 F20 Fe 8B 
Tr O* 6A ; R01966 D00 F20 Ti 4B Tr O* 6A ; A999 A102 A077 ; A999 A771 Polymer Index 
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ABSTRACTED- PUB-NO: WO 98 3 5681A 
B AS I C - ABSTRACT : 

Formulation (I) comprises oxacarbazepine (II) with a median particle size of 1-12 
mu m, preferably 4-12 mu m, and more preferably 4-10 mu m, with a maximum residue 
on a 40 mu m sieve of at most 5%, e.g. 2%. Also claimed is (II) in the finely 
ground form specified above and film-coated tablets composed of it. 

USE - (II) Is the agent of choice for the treatment of convulsions. 

ADVANTAGE - (I) Provides a form of (II) which can be easily processed into dosage 
forms and which may increase bioavailability and patient compliance. Optionally 
tablets have hydrophilic permeable coatings. 

CHOSEN-DRAWING: Dwg . 0/0 

TITLE-TERMS: TABLET CONTAIN FINE GROUND ORAL TREAT CONVULSANT ENHANCE FILM COATING 

DERWENT- CLASS : B02 

CPI-CODES: B06-D12; B14-J07; 

CHEMICAL- CODES: 

Chemical Indexing M2 *01* 
Fragmentation Code 

D013 E130 H2 H211 J5 J521 K0 L4 L432 M280 
M320 M412 M511 M520 M530 M540 M781 M903 M904 P442 
R032 R036 R038 
Specfic Compounds 
21564K 21564T 21564U 

SECONDARY- ACC- NO : 

CPI Secondary Accession Numbers: C1998-138107 
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